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with one application daily, then gradu-
ally increase to two or three times 
daily if needed or as directed by a doc-
tor. If bothersome dryness or peeling 
occurs, reduce application to once a 
day or every other day.’’ 

(2) The directions described in para-
graph (d)(1) of this section are intended 
for products that are applied and left 
on the skin. Other products, such as 
soaps or masks, may be applied and re-
moved and should have appropriate di-
rections. 

(3) Optional directions. In addition to 
the required directions in paragraphs 
(d)(1) and (d)(2) of this section, the 
product may contain the following op-
tional labeling: ‘‘Sensitivity Test for a 
New User. Apply product sparingly to 
one or two small affected areas during 
the first 3 days. If no discomfort oc-
curs, follow the directions stated: (se-
lect one of the following: ‘elsewhere on 
this label,’ ‘above,’ or ‘below.’)’’ 

(e) The word ‘‘physician’’ may be sub-
stituted for the word ‘‘doctor’’ in any 
of the labeling statements in this sec-
tion.
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Subpart A—General Provisions

§ 336.1 Scope. 
(a) An over-the-counter antiemetic 

drug product in a form suitable for oral 
administration is generally recognized 
as safe and effective and is not mis-
branded if it meets each of the condi-

tions in this part and each of the gen-
eral conditions established in § 330.1. 

(b) References in this part to regu-
latory sections of the Code of Federal 
Regulations are to chapter I of title 21 
unless otherwise noted.

§ 336.3 Definition. 
As used in this part: 
Antiemetic. An agent that prevents or 

treats nausea and vomiting.

Subpart B—Active Ingredients
§ 336.10 Antiemetic active ingredients. 

The active ingredient of the product 
consists of any of the following when 
used within the dosage limits estab-
lished for each ingredient in § 336.50(d): 

(a) Cyclizine hydrochloride. 
(b) Dimenhydrinate. 
(c) Diphenhydramine hydrochloride. 
(d) Meclizine hydrochloride.

Subpart C—Labeling
§ 336.50 Labeling of antiemetic drug 

products.
(a) Statement of identity. The labeling 

of the product contains the established 
name of the drug, if any, and identifies 
the product as an ‘‘antiemetic.’’ 

(b) Indications. The labeling of the 
product states the following under the 
heading ‘‘Indications,’’ ‘‘For the pre-
vention and treatment of the nausea, 
vomiting, or dizziness associated with 
motion sickness.’’ Other truthful and 
nonmisleading statements, describing 
only the indications for use that have 
been established and listed in this 
paragraph (b), may also be used, as pro-
vided in § 330.1(c)(2), subject to the pro-
visions of section 502 of the act relating 
to misbranding and the prohibition in 
section 301(d) of the act against the in-
troduction or delivery for introduction 
into interstate commerce of unap-
proved new drugs in violation of sec-
tion 505(a) of the act. 

(c) Warnings. The labeling of the 
product contains the following warn-
ings under the heading ‘‘Warnings:’’ 

(1) For products containing any ingre-
dient identified in § 336.10—(i) When la-
beled for use in adults and for those prod-
ucts that can be and are labeled for use in 
children under 12 years of age. ‘‘Do not 
take this product, unless directed by a 
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